Nudopmanus 118 NaMEHTOB o . .
UHCTPYKIIUS bR e TLUL

0 MeJHIMHCKOMY NPHMEHEHHIO JIEKAPCTBEHHOI'0 CPe/ICTBA
KAJIbITUH-/I; HUKOMEJ ILTIOC

“~ " COTrJACOBAHO
. MIHICTEPCTBOM BIIPABOOXP%HEHI/IH
¢ PECTIYBJIMKY BEJIAPYC B
¢ TIpukas MunucrepcTna 3 paBoOXpaHeH

1. HA3BAHMUE JIEKAPCTBEHHOI'O CPEJACTBA i s 0:
. } Pecny0. enapy
Kansuuit-J13 Huxomen Ilmoc Y _ﬂ_"tﬁl____ N &y |

2. KAYECTBEHHBIN U KOJUYECTBEHHBIN COCTAB
CocraB Ha ofHy TabJeTKy

AxTHBHBIE KOMIIOHEHTHI: Kanbluii 500 Mr B Bujie Kanbius kapoonara 1250 mr;
xonexanbiudepon 20,0 mxr (800 ME) B Bune koHueHTpara xonekanbipdepoia (B Buae nopomka) 8,0
MT.

ITonHbli MepeyeHb BCIIOMOTaTENbHBIX BELIECTB CM. B pasjele 6.1

3. ®OPMA BBIITYCKA

.Ta6nen<n XKEBaTEeJIbHBIE CO BKYCOM JINMOHA.
Onucanue
Kpyrable, nBoskoBbImyKible TabjieTku Oe3 o00omouku Oenoro msera. MoOryr HMeTh HEGOJIbIIHE
BKpalJIeHHsl M HEpoBHbIE Kpas. Ha nHe ¢uiakoHa MOXXET NMPHCYTCTBOBAaTH HEOOJBIIOE KOTUYECTBO
MOPOIIKA.

4. K/IMHUYECKHUE JAHHBIE

4.1. Iloxa3zaHHs K NPUMEHEHHIO

IIpodunakTrka u neyenue nedunura ButaMuaa D v Kaublus y B3POCIIBIX C YCTAHOBIEHHBIM PUCKOM.
Bocnonnenne morpebHocTelt B BuTamuHe D M KanbUuM B Ka4ecTBE MOIOJHEHHS K CHENHPUYIECKON
TEpaIli{ OCTEOIOPO3a y NAMEHTOB, IIOJBEPKEHHBIX PUCKY AeduunTa BUTaMuHa D 1 Kanbius.

4.2. Cnoco6 npuMeHEHHS U 1035l
Pexxnm 103upoBaHus

B3spocnesie, 6xniouan nayuenmos noxicunozo éospacma
‘Ho 1 xeBarenpHOM TabneTke 1 pa3 B CyTKH.
Conepxanue kanpnus B npenapare Kamsuuii-/I3 Hukomen IImoc HiDke peKOMEHIOBAHHOTO CYyTOYHOTO
norpebnenus. Ilosromy mpenapar Kanbimii-ZI3 Hukomen Ilimroc mpexae BCEro JOJDKEH HPHMEHSTHCS
MAlHCHTaMH, HYXIAIOIUMKUCI B BOCIOJIHEHHMM ©OTpeOHOCTe#i B BuUTaMuHe D mnpu noixyuyeHuUn
OIIPEJENIEHHOTO KOJIMYECTBA KAJIBIIHS C MUIIEH.
JMemu
Kanpnuii-JI3 Huxomen Ilnroc He mpuMeHsieTCs y A€Te U MOIPOCTKOB.
Oco0ble rpynnel NanMeHToB
IToueunan nedocmamounocmeo
Tabnerku Kampuuii-/I3 Huxomen Ilmoc He ciemyeT MpHMEHSATh y MAIMEHTOB C TSDKENOW IOYEYHOM
HEJ0CTaTOYHOCTBIO (CM. pa3nen 4.3).
ITeyenounaa nedocmamounocme
Koppexuun no3e1 He Tpebyercsi.

Cnoco6 npuMeHeHHsI
Ilepopanbro. TabneTky MOXKHO pa3KeBBIBATH HIIA PAcCachIBATh.
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Kanpumit-/I3 Huxomen Ilnmroc MOXKHO IpUHAMATEH BMECTE C €10H M HAIUTKaMH Wik 6€3 HuX.

Ecnu Bbl 3a0bulM NpuHSATH TaONETKy BOBpEMs, HE NPHUHMMAWTE IBOMHYIO }103y npenapaTa 9TOOBI
KOMIIEHCHPOBATh NPOMYIIEHHBIN NpreM TablIeTKH. ‘ :
IIpono/KHTEeNLHOCTD JIeYeHUsl

JlnuTenbHOCTS MpHeMa Mpenapara OnpeAessieTCs] HHIUBHIYaIbHO.

vad

O

4.3. IIporunBomoxka3zaHus
I'mnep4yyBCTBUTENFHOCTS K aKTHBHBIM BEIECTBAM HJIM K JIOOOMY M3 BCIIOMOIaTeNIbHBIX BEINECTB,
NIepEeYHCIIEHHBIX B pasjerne 6.1
e  Tskenas moueyHas HEAOCTATOYHOCTH (CKOPOCTh KITyOG0uKOBOM (umbTpamuu <30 Mi/mun/1,73 M%)
e 3aboieBaHUs /WM COCTOSHUS, TIPUBOISAIINE K THIIEPKAIBIIMEMAH W/HITH THIEPKATBIIHYPUH
e IloyeynokamenHas 6one3ns (HedpouTHas)
e ['unepBuramuuo3 D

4.4. OcoOble yka3aHHs H MePBI MPEJOCTOPOKHOCTH
Bo BpeMs IMTENBHOrO JI€YEeHHS HEOOXOIMMO CIIEJWTH 3a CHIBOPOTOYHBIMH YPOBHSMH KaNbIHUS H
.KOHTpOJIPIpOBaTB (GyHKIMIO TOYEK MOCPEACTBOM OIpEIEICHUs KpPEATHHHHA CHIBOPOTKH KpPOBH.
MOHHTOPHHT OCOOEHHO BaKeH ISl MOXHIIBIX MAMEHTOB, IOJYYAOI(UX COIMYTCTBYIOLIEE JICYCHHE
CEpACYHBIMU TJIMKO3WJAMHM HJIM JUYpeTHKaMH (cM. pazzen 4.5), W Uid MalHUEHTOB C BBIPAXEHHOM
TEHICHIWEH K 0Opa3soBaHMIO IOYEYHBIX KaMHEW. B cilydae TrumepKalblMEMHH WM [PH3HAKOB
HapyIeHus (yHKIUH ITOYeK 1032 TOJDKHA ObITh CHUYKEHA WIIM JIEYEHHE IPEKPAILEHO.
Tabnerkn kanpius KapOoHaTa ¢ XOJNEKaIbUU(MEPOIOM CIEAYET HCIOIB30BaTh C OCTOPONKHOCTHIO Y
NAllMeHTOB C THIEPKAIbIMEMUEH WJIM TpU3HAKAMH HapylmieHHs QYHKOUH 1OYeK; Cleayer
KOHTPOJIMPOBAaTh YPOBHHM Kanblusd H ¢ocdara. JlomkeH OBITh NPHHAT BO BHUMAHHE PHCK
KalbIUpHUKAIUU MATKUX TKAHEH.
Ilpy COBMECTHOM NpPHMEHEHHH C JPYIHMH MCTOYHMKAMHM BHTaMHHa D W/WIH JI€KapCTBEHHBIMH
npenapataMi WM HYTPUEHTAaMH (TaKUMH KaK MOJIOKO), COJAEpP)KAIMMH KaJbIHi, CYLIECTBYET PHCK
Pa3BUTHUS TUNECPKATBIHEMHH U MOJIOYHO-IIEIOYHOT0 CUHIPOMA C MOCIIEIYIOIIUM HApyIIeHHEM (YHKIHH
nouek. HeobxomuMo cneuTs 3a CHIBOPOTOYHBIMH YPOBHSMH KaJIbIlMs M KOHTPOJIHPOBATH (DYHKIHIO
II0YEK Y TaKUX IAIlHEHTOB.
Kanbuwii-J[3 Huxomen Ilmoc cremyer HCmosib3oBaTh ¢ OCTOPOXXHOCTHIO Y MALMEHTOB, CTPAJAIONINX
CapKOMJI030M, HM3-3a PHUCKa MOBBIIIEHHOro MeTabonusMa BuTamMuHa D3 ¢ oOpa3oBaHHeM e€ro akTHBHOM
(GopMBL. V 3THX HalMeHTOB CleayeT PeryysipHO KOHTPOJIMPOBATH COJAEP)KAHHE KATBIHS B CHIBOPOTKE
KPOBH ¥ MOYE.
Kanpuuii-JI3 Huxomen Ilmoc crienyer HCmonb30BaTh ¢ OCTOPOXKHOCTBIO y HMMOOGHIM30BAHHBIX
MALIHEHTOB C OCTEOMOPO30M B CBS3H C IOBBIIIECHHBIM PUCKOM Pa3BHTHS THIEPKATBIIHEMHUH.
Kanbuwit-J/I3 Huxomen Ilmoc conepxxut usomanst (E953) u caxaposy. [TanueHTsl, cTpajarolye TakUMHU
PEAKHUMH HACJIEACTBEHHBIMM HApyLICHUSMH, KaK HENEPEHOCUMOCTHh (PYKTO3BI, TIIOKO30-rajaKTo3Has
MasbabcopOLys UK caxapa3o-H30MallbTa3Has HeJJOCTATOYHOCTh, HE JIOJDKHBI TPHHUMATE 3TOT IIpenapar.
IIpu mTensHOM IPUMEHEHHH Caxapo3a MOXET OKa3aTh HETATHBHOE BIMSHUE HA 3yOHYIO SMalb.
Kanbuuit-JI3 Hukomen Ilmoc comepxur menee 23 mr (1 MMOIb) HaTpHsl B KaXIoil TableTke, TO €CTh
NPaKTHYECKH HE COJEPIKUT HATPHSL.

4.5. BsammopgeiicTBHe ¢ [JPYrHMH JIEKADCTBEHHBIMH NPENAPATAMH M JApyrde BHIbI
B3aHMO/IeHCTBHA

COTJMACOBAHO

¢ PAHEHUSA
CHEPCTROM B/APABOOX
st BECHYBAMKH BETAPYCDH

HeHusd
pinereperaa BAPABOOX DA
ﬂpﬂkaa M anm'n Benapych
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THasHIHbIE JMYPETHKH YMEHBINAOT BHIBEICHHE KATbIMS C MOUOi. B CBS3M C NOBBILEHHBIM PHCKOM
pa3BUTHS THUIEPKATIBIMEMUUA BO BPEMs HCIOJIB30BaHHS THA3MIHBIX lII/Iype;[;I/IEOB cienyer .pe'_:\lrympﬂo
KOHTPOJIMPOBATh YPOBEHb KAJIBIUsI CBIBOPOTKH KPOBH. o U /
KapOoHar kajbIsi MOXET MOMEIIaTh BCACHIBAHHIO OJHOBPEMEHHO HA3HAYAEMBIX TETPAUKIMHOBBIX
npenapatoB. [1o 3Toi mpuYrHHE TETPANUKIHHOBBIE IPeNapaThl cIeAyeT IPUMEHITh, 110 KpaiiHed Mepe, 32
J(Ba yaca 710 WX 4epe3 4-6 yacoB MOCye NEPOPaAILHOTO MPHEMa KaJIbIIHsl.

Pa3zBuTHe runepkanibMeMHHd BO BpeMs JIEYEHHS KaJIbIHEM W BUTAaMHHOM D MOXET yBEIHYHTH
TOKCHUYHOCTh CEpACYHBIX TIJIMKO3UZOB. Y TaKuUX NAIMEHTOB CJIEAyeT IPOBOAUTH KOHTPOJb
anekTpokapauorpammsel (OKI') 1 ypoBHS Kanblus B CBIBOPOTKE KPOBH.

IIpu comyTcTByIomeM nmpuMeHeHHH OucdocdonaTa mocneHuid crexyeT MpUuHUMAaTh, 0 KpalHEH Mepe,
3a yac g0 npueMa Kampuumii-J[3 Huxomen Ilmoc Bo u3bexaHue CHMDKEHHS BCACBIBAHUS B XKEIyJOYHO-
KHIIEYHOM TpaKTe.

|
L: £

O} heKTHBHOCTD TEBOTHPOKCHHA MOXKET CHHXKATHCS TPH OJHOBPEMEHHOM IIPUMEHEHHH KAJIBIIUS 33 CYET

YMEHBIICHUS BCACBIBaHHs JIEBOTUPOKCHHA. MeXay NpueMOM KalbLUs U JIEBOTHPOKCHHA CIEAYET

COOJIIOaTh MHTEPBAT IIPOIOKUTENLHOCTHIO HE MEHEE YETBIPEX YACOB.

BcacpiBanre XMHOJIOHOBBIX AHTHOMOTHKOB MOXET OBITh HAPYLIEHO MpHU IApaUIEIbHOM Ha3HAYCHHH
‘ Kayplius. XHHOJIOHOBBIE aHTHOMOTHKH ClIelyeT IPUHUMATH 32 J(Ba Yaca JI0 WM Yepe3 IECTh YacoB MOCIIe

IpUeMa KaibLusl.

Conu Kanmblis MOTYT YMEHBIIHTH IOIJIOLICHHE J>KENie3a, IWHKA W CTPOHIHs paHenara. [losromy

Ipenapartsl Xejes3a, UHKA WM CTPOHIMS paHelaTa peKOMEHJyeTcCsl NMPHHUMATh 3a JBa 4aca J0 WM

gepes JBa yaca nocie npuema Kansiuii-J{3 Huxomen ITimoc.

JleyeHue OpIKMCTATOM IOTEHIMAIBHO MOXET HAPYLIMTh AGCOPOIHUIO KMPOPACTBOPHMBIX BHTAMHUHOB

(manpumep, ButamuHa D3).

4.6. BepeMeHHOCTH H JaAKTANHUSA

bepemennocme

[Ipenapar Kanbmmii-/[3 Huxomen I[Lmoc MOXET NPUMEHSTBCA B MEPHOJ OEPEMEHHOCTH B Clydae

nedunura ButaMuHa D u kanbiwms. B nepuon GepeMEHHOCTH €XeIHEBHAs 103 HE J0JDKHA MPEBBIIIATh

2500 mr kamemust 1 4000 ME Butammaa D. HccnemoBaHus Ha >KHBOTHBIX IIOKA3aJd HAJTHYHE

PENPOYKTHBHOW TOKCHYHOCTH BBICOKHX 103 BUTaMuHa D. CnexyeT u3berats nepe1o3MpOBKH KaIbIUS H

BUTaMHHA D y OepeMEHHBIX XEHIIWH, TaK KaK IIOCTOSIHHAs THIEPKAIbIMEMUs ObLIAa CBA3aHA C
.no6quLIMH spdexramu y pasBHBaromerocs wioaa. J[aHHele O TEPATOreHHOM JEHCTBMH Ha 4elOBeKa

BATaMHHa D B TepaneBTHYECKHX 03aX OTCYTCTBYIOT.

Kopmnenue 2pyovio

IIpenapar Kanenuii-/I; Hukomen ITmoc MOXeT IpUMEHATBCS B EPHOJ KOPMIIEHHS Ipyabio. Kanpiuit u

BUTaMKH D3 IPOHUKAIOT B IpyAHOE MOJIOKO. DTO CJIEAYET YYUTHIBATH IIPU JOIOJHUTEIHHOM Ha3HAYECHHH
BuTamuHa D peGenky.

4.7. Bausinue Ha CIOCOGHOCTH YNPABJIATH TPAHCIOPTHLIMH CPEACTBAMH H MeXaHH3MAMH
Bnusuue mnpenapata Kambumit-/3 Huxomen Ilmoc Ha crmocoGHOCTH yHpaBiATh TPAHCIOPTHBIMH
CPEACTBaMHU M MEXaHU3MAaMHM HE BBISBIICHO.

4.8. IloGouHoe geiicTBUE
HexenarenbHble peakuuu MEPEYUCIEHBI HIKE COMIACHO KIACCH(DUKAIMH IO CHCTEMHO-OPTaHHOMY

Kjaccy ¥ yacrore pa3Butus. YactoTa ompenenena kak: Hewacto (>1/1000, <1/100), peako-(=++
COTJACOBAHO

K 00XPAHEHUS
UCTEPCTEOM dﬂPA}B £
M PECIYBJIMKH! BEJIAPYCbH

¢ us
[pukas M MHMCTEpPCTDA ‘aupaaooxpaﬂeu
Pecny6auru Benapyce
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<1/1000), o4ensr pemxo (<1/10000) mnm yacToTa HEM3BECTHA (HEBO3MOXKHO OLCHUTH ‘Ha OCHOBaHUH
UMEIOIINXCS JaHHBIX ).

Hapywenua co cmopoHsl UMMYHHOU CUCHEMbl
Yacmoma neuséecmua: Peakldd THIEPYYBCTBUTEIBHOCTH, TaKWE KaK aHTHOHEBPOTHYECKHH OTEK HIIH

\

(e

: / U/

N /
A f/
W & L

w

OTEK rOpTaHHU.
Hapywenua memabonusma u numanusa
Heuacmo: runepKaibliIeMHUs U TUIIEPKAIBIUYPHSL.
Ouenv pedko. MOJIOYHO-IIEIOYHON CHHAPOM (YacThle MO3BIBBI K MOYEUCITYCKAHHIO; IIPOJOJDKUTEIbHASL
rojioBHass 0OJIb; JUTMTENbHASA IIOTEPs amllleTHTa,; TOIIHOTA HJIM PBOTA; HEOOBIYHAs YCTAJOCTh HIIH
caboCTh; TMIIEPKANBIMEMHES, AKAI03 M IMOYeYHas HEJOCTaTOYHOCTh). Kak mpaBuio, HaOmomaercs
TOJIBKO IIpH Nepeio3upoBKe (cM. pazzen 4.9).
Kenyoouno-kumeynsle Hapyuienua
Peoxo: 3anop, qucnencusi, METEOpU3M, TOIIHOTA, OOJIH B )KUBOTE U THAPEs.
Hapywenua co cmopoHsl Kodcu u ROOKONCHbIX MKaAHel
QOuenv pedko: 3yJ, CHIIIb ¥ KPAITUBHHUIIA.
Ocobbie cpynnvl nayuenmos

.HauneHTm C IO4YEYHOH HENOCTATOYHOCTHIO: MOTCHUIHWAIBHBIA PUCK pa3BUTHS runepdocdaremun,
HedponuTHaza 1 HeppoKaIbIHHO3a (CM. paszen 4.4).
CoobuieHne 0 10103pEeBaEMBIX HEXENIATENbHBIX PEAKIIHIX
Baxno coo0maTth 0 moxo3peBaeMbIX HEXeJaTeNbHBIX PEaKIMsX MOCIe PETHCTPAIMH JIEKAPCTBEHHOIO
CpeAcTBa C LENbI0 OOECIEeYeHHs] HENMPEepPhIBHOIO MOHUTOPHHIAa OTHOIIEHHSI IIOJIB3BI W PHUCKA
JIEKapCTBEHHOT'O CPE/ICTBA.

IIpy mosiBIEHMH HEXENaTeNbHOW pEaKMH, yKa3aHHOW B MAaHHOW HMHCTPYKIHH II0 MEIUIMHCKOMY
IPUMEHEHHIO WIIM HE YIIOMSHYTOH B HEH, MallueHTaM peKOMEeHIyeTcsl OOpaTUTHCS K JieyaleMy Bpady.
MenmnuuackuM pabOTHHKAM W TMAMEHTaM PEKOMEHIYEeTCsl Ccoo0marh O JHOOBIX I0J03PeBaeMBIX
HEXeNATeIbHBIX PEaKIUsaX JIEKapCTBEHHOro cpeacTBa B PecmyOnmukaHckoe yHUTapHOE NpEIIpPHUSITHE
«llenTp 3KCHEpTH3 M UCIBITAaHH#N B 3apaBooXpaHeHHn» (cM. paszgen «MHpopManuo 0 HeXelaTelbHBIX
peaxkuusax HalpasisATh IO agpecy").

4.9. Ilepeno3supoBka
Cumnmombui
.Hepenompomca MOJXET IPHUBECTH K I'MIEPKATBIMEMHH W THIEPBHTaMHHO3y BUTaMuHa D. CHMITOMEI
THIEPKAIBIUEMHUN MOTYT BKJIIOYAaTh AHOPEKCHUIO, JKaXIy, TOIIHOTY, PBOTY, 3alop, OONH B JXHBOTE,
MBILIEYHYIO €1a00CTh, YCTANOCTh, ICHXUYECKHE HApYIICHHUs, MOIUANIICHIO, IOTHYPUI0, 6ONb B KOCTSIX,
He(ppOKaNTbIIMHO3, KAMHH B IIOYKAaX W, B TSDKENIBIX CIydasX, CepAeuHble apuTMHuH. KpaifHss cTeneHb
THICPKAIBIUEMUN MOXET IPUBECTH K KOMe M cMepTH. [IOCTOSIHHO BBICOKHE YPOBHHU KaJIbLUSI MOTYT
NPUBECTH K HEOOPATUMOMY MOPAXKEHHUIO IMTOYEK U KAIBIM(UKAIUN MATKUX TKaHEH.
Mos10YHO-1IEN0YHOH CHHIPOM MOXET BO3HHKHYTH y OOJBHBIX, NPUHUMAIOIIMX BHYTPh OOIBIIOE
KOJIMYECTBO KAJIBIIMsI ¥ BCACBIBAIOIIUECS MIEJIOYHBIE TPOAYKTHL
Jleyenue zunepkanvyuemuu
JleueHrie B OCHOBHOM CHMIITOMATHYECKOE M MOJEpXkuBaroinee. JledyeHne Kaabl@ieM W BUTaMHHOM D
JNOJDKHO OBITH mpekpaiieHo. HeoOXomuMo Takke MpeKpaTUTh JIEYEHUE THA3HIHBIMH JMYPETHKAMH H
CepACYHBIMH TIMKO3MAaMH (cM. pasnen 4.5). bonbHBIM ¢ HapylIEHHEM CO3HAHMs IIOKA3aHO yAalieHHe
XKEIYyJOYHOrO COAEpXKHMOro. Permapartaiust W, B 3aBHCUMOCTH OT TSDKECTH, H30JMPOBAHHOE WU
KOMOHHHPOBAHHOE JIEYCHHE C MPUMEHEHHEM METIEBBIX JUYPETHKOB, OMcHOCHOHATOB, KATbIUTOHHHA U
KOPTHKOCTEPOUI0B. OOsi3aTeieH KOHTPOJb SJIEKTPOJIUTOB CHIBOPOTKH KPOBH, MOYEYHOH () U U
COTJACOBAHO

MUHUCTEPCTEOM BRP/\BOOXP:AHEHMH
PECIYBJIMKU BEJIAPYC b

[pukas MuHucrepcTsa 3APABOOXPAHEHUA | 4/
Pecny6auxu Benapyck




auypesa. B TsDKeNBIX Clydasx clieayeT KOHTpojupoBaTh mokasarend OKI' H HEHTpalbHOIO BEHO3HOTO
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5. ®APMAKOJIOTHMYECKHE CBOVMCTBA
5.1. ®apmakoAMHAMHKA
Dapmaxomepanesmuyeckas spynna:

Munepanbhble 106aBkd. KoMOWHAIMK KAbIHs ¢ BATAMUHOM D W/WiH IpyTUMH CPEICTBAMH.

Koo ATX: A12AX

Butamun D3 yBenuunBaeT BcachiBaHHE KAJIBIHS B KUIIEYHUKE.

Ha3nauenwe kanbuuss W BUTaMHHA D3 NPOTHUBOJEHCTBYET NOBBIIICHHUIO YPOBHS I1apaTHPEOMIHOIO
ropmoHa (I1TT"), BEI3BaHHOTO A€UIIMTOM KaJbIUs M IPUBOJISIIETO K YBEIHYESHHIO KOCTHOM pe30pOnuu.
Knunugeckoe uccnenoBaHue ¢ yyacTHeM MAl[MEHTOB, CTpadalonmx AeUuuTOM BUTamMuHa D, mokasaino,
yro exenHeBHbId npuem 1000 mr xampuus u 800 ME ButammHa D Ha npoTshkeHHH 6 MecsIEB
HOPMaJIM30BaJl II0Ka3aTenb 25-THAPOKCHIIMPOBAHHOTO MeTa0oiauTa BUTaMHHa D3 U yMeHbIIan
BBIPQ)KEHHOCTH BTOPHYHOIO TUIEpIapaTupe03a U YpoBeHb IeN0YHOH docdarazbl.

B 18-tumecsuHOM [BOHHOM cienoM IUIanebo KOHTPOJIMPYEMOM HcclenoBaHuH ¢ ydactHeM 3270
XeHIIUH B Bo3pacte 8416 ner, nonyyaBmux 800 ME Butamuna D u 1200 Mr sieMeHTapHOTO Kaiublus (B
BUJIE Kayblus docdara) B 1eHb, OTMEUaH 3HaYMTeNIbHOE CHIKeHne cekpenuu [ITI . ITocne 18 mecsues
JICYECHHs] aHAIM3 JaHHBIX BCEX IALMEHTOB, BKJIIOYEHHBIX B HCCIENOBaHHE, MpoieMoHcTpupoBai 80
nepesioMoB Oeipa B IpyIiie NpUMeHeHHs Kaibius W BuTamuHa D u 110 mepesnomoB Geapa B rpymme
miane6o (p=0,004). Ilocne mnpomO/DKEHHS WCCIEIOBaHHS B TeYeHHE 36 MecsAleB HaOIOJCHUS
yCTaHOBJIEHO 137 XEHIIUH ¢ nepenoMoM Oefipa B IpyIine MpUMeHEHHs Kalblus i BuTamuHa D (n=1176)
1 178 xenmuH ¢ nepenomoM Genpa B rpymie wiane6o (n=1127) (p<0,02).

5.2. ®apmMakoKHMHETHKA

Kanvyuu

BcacriBanme: KommuecTBO Kanblms, KOTOpOE BCACBIBAETCS Yepe3 JKEITyJOYHO-KHIIEYHBIA TpaKT,

cocraByseT npubau3uTensHo 30% oT moTpebIeHHOM 1035

Pacnpenenenue u MeraGomusm: 99% Kaiblusi B OpraHM3Me COCPEIOTOYEHO B TBEPABIX CTPYKTypax

KocTeli u 3y60B. OcTtanbHoe koau4ecTBO (1%) MPUCYTCTBYET BO BHYTPH- W BHEKJIETOYHOU JKHUIAKOCTH.

Oxkoi10 50% ot 0611ero Kanblus, COAEPHKALIETOCS B KPOBH, IIPUCYTCTBYET B (DU3UOJIOTMIECKH aKTHBHOM
. HOHM3HMPOBaHHOH (opme, mpuueM npubauzuTensHo 10% obpasyer KOMILIEKCHI ¢ UTPaToM, GocdaTom u

JpYTHMH aHHOHAMH; ocTanbHble 40% cBs3aHbI ¢ OeJIKaMH, IJTaBHBIM 00pa30oM allbOyMHUHOM.

BriBenienne: Kanbuuit BBIBOAMTCS ¢ KajloM, MO4oW M MOTOM. I[loueyHass OSKCKPEIMS 3aBHCHT OT

KJIyOOUKOBOH (DMIIBTpAIMHU U KaHAJBLEBOM peabcopOIuu.

Xonexanvyughepon

BcaceiBanue: Butamun D3 jterko BcachIBaeTcs B TOHKOM KHUIIKE.

Pacnipenenenue u Mmerabonusm: XoneKanbupepos U €ro MeTaboUThI IUPKYJIUPYIOT B KPOBH B CBS3H CO

crienupuIecKuM raodyaHoM. XoneKanbludepos mpeBpaliaeTcs B MEYEHH MYyTEM THAPOKCHIAPOBAHUS

B aKTUBHYIO (popMy 25-ruapoxcuxonekansiuudepos. [Tocnenuuit 3arem npespamaercs B mo4kax B 1,25-

JUTHIPOKCUXONEKANbIMpEpoa - MeTaboNUT, OTBETCTBEHHBIM 3a IIOBBINECHHE aAOCOPOLMH KaIbIHs.

Hemerabonu3upoBanHslil BUTaMUH D3 IeNOHUpYETCs B XKUPOBOW M MBIIIEYHOH TKAHSX.

BeiBenenue: Buramun D3 BEIBoAUTCS U3 OpraHu3Ma ¢ KajJloM U MOYOH.

6. ®APMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeuenb BcmoMoraTe/JIbHBIX BEIIECTB

V‘L‘,OI‘JIACOBAHO

MUHUCTEPCTROM APABOOXPAHEHUS
PEUMYBIUKH BENAPYCh

fipikad Munuereporsa UAPABOOXPAHEHUA
Pernytautin Beaapycs
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Kcunuron

[loBumon

UzomansT

JIumoHHBII apoMaTH3aTOp

MoHoO- ¥ TUrIUIEepUIBI )KUPHBIX KUCIIOT
Marnus creapar

Cykpano3za

DL-a-Toxodepo

Caxapo3a

MomudunupoBaHHbIil KyKypy3HBIi Kpaxma
Tpurnunepuas! cpenneii uenu

Hatpus ackopbar

Kpemuust nuokcun

> ]
e”

n"

Lo

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok roguocru

30 mecs1eB.

He #cmonp30BaTh 0 HCTEYEHHUIO CPOKA TOAHOCTH.

6.4. YcaoBus xpaHenus
XpanuTh pu Temneparype He Boine 30°C B 3alUINEHHOM OT BJIArd MeCTE.
XpaHUTh B HEAOCTYITHOM IS IETEH MecTe.

6.5. VYmakoBka
Tabnemxu scesamenvuvie 500 m2/800 ME co exycom numona.
Ilo 30, 60 mmm 120 TaGnerox BO (IAKOH M3 MONMATHIICHA BBICOKOHW ILUIOTHOCTH, YKYTIOPEHHBIH
HaBHHYMBAIOIIEHCS KPBILIKOM, O/ KOTOPOi HaXOMUTCS KOJIBLO VIS OTPhIBA YILIOTHSIOMIEH TTPOKIIAIKH,
obecreunBaronIeii KOHTPOJIb IIEPBOTO BCKPHITHSI.
Onun (rakoH BMeCTe ¢ HHCTPYKIHEH 110 IPUMEHEHHIO TIOMEIIAIOT B KAPTOHHYIO AUKYy.

LY

6.6. Oco0ble MepBI PENOCTOPOKHOCTH NPH YTHIH3AIHH IPeNapaTa
Her oco6bix TpeGoBanmii.

6.7  YciaoBus oTmycka M3 anTek
be3 penenta Bpaua.

7. Hndopmanusi o0 npoussoguTee

Takema AC Takeda AS
JlpammencBeiieH 852 Drammensveien 852
NO-1383 Ackep NO-1383 Asker
Hopgerus Norway

IIpemen3suu nompebumeneit na meppumopuu Pecnybnuxu Benapyce nanpaenams no adpecy:

COTJACOBAIO
MUAHUCTEPCTBOM 2NPABOOX PAHEHUS
PECITYBIKKI BEJAPYCH

“pC an AHeHUsA
[Ipukas MuHUCTEPCTEA 3APABOOXP
R PecnyOauru Benapyce 6/7




IIpencraButensctBo OO0 «Takeda Osteuropa Holding GmbH» (ABcTpuiickas PecyOiuka) B
PecnyGnuke benapycs :
up-T [lo6emuteneit, 84, opuc 27, 220020, Munck, Pecnyduka benapycs

Ten. +375 17 240 41 20, daxc +375 17 240 41 30. Q0 4 7 0?2

Hupopmayuro o nescenamenvHuix peakyusx HaAnpasiAms no aopecy:

Pecnybnukanckoe yHuTapHOE npeanpusitue «L{eHTp 9KCIepTU3 ¥ UCTIBITAHUM B 31PaBOOXPAHEHUI»
Topapumeckwuii nep., 2a, 220037, Munck, Peciy6iuka Benapycs

e-mail: rcpl@rceth.by

COTJIACOBAHO
MUAHUCTEPCTBOM 3/IPABOOXPAHEHUS
PECIYBJIMKU BEMTAPYCH
[Ipukas MuHucTepeTBa 3APABOOXPAHEHUS
Pecny6nuiu Benapycs
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